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ACTI ON: Fi nal rule.

SUMVARY: The Bureau of Export Adm nistration (BXA) nmaintains the

Commerce Control List (CCL) as part of the Export Adm nistration

Regul ations (EAR). This rule anends the CCL by revising Export

Control Cl assification Nunbers (ECCNs) 1C991, 1C61B, 1B71E, and

1C91F. The changes made by this rule are based on discussions in



the Biological Warfare Experts G oup (a subgroup of the Australia

Goup (AG).

This rule will mnimally increase the nunber of validated export
licenses required for itens classified under ECCN 1C61B and

1B71E.

The EAR have been conpletely anended by an interimrul e published
on March 25, 1996 (61 FR 12714) that provides for a transition
period within which exporters can take advantage of both the old
rules and the new rules until Novenber 1, 1996. Therefore, this
rule and all other anendnents to the EAR during the transition
period will amend both the new EAR and the old EAR, which are now
designated with the letter "A" following the part nunber. This
rule consists primarily of changes to the old EAR to conformto

t he new EAR, except changes to ECCNs 1C991 and 1C91F.

DATE: This rule is effective (DATE OF PUBLI CATI QON).

FOR FURTHER | NFORMATI ON CONTACT:

For questions on foreign policy controls, call Patricia

Sefci k, Bureau of Export Adm nistration, Tel ephone:



(202) 482-0707.

For questions of a technical nature on chem cal weapon
precursors, biological agents, and equi pnent that can be used to
produce chem cal and biol ogi cal weapons agents, call Janes
Seevar at nam Bureau of Export Adm nistration, Tel ephone:

(202) 482-3343.

For questions of a general nature, call Hillary Hess, Bureau

Export Adm nistration, Tel ephone: (202) 482-2440.

SUPPLEMENTARY | NFORVATI ON:

Backgr ound

Consul tations of the Biological Warfare Experts G oup were held
Cct ober 16-19, 1995 in conjunction with the Australia G oup

pl enary neeting. The consultations resulted in changes to the
l[ist of controlled itens, including the follow ng revisions to

t he nanes of certain mcroorgani sns: changi ng Ri ckettsia quintana
to Bartonella quintana (Rochalinmea quintana, R ckettsia

qui ntana), Pseudononas nmallei to Burkholderia mallei (Pseudononas



mal | ei ), and Pseudononas pseudonallei to Burkhol deria
pseudonal | ei (Pseudononas pseudomallei). It was also agreed to
pl ace the former name in parentheses follow ng the new nane on
the list in order to assist in appropriate identification for

export control purposes.

This rule revises the note in the requirenent section of ECCN
1C61B to exclude i mmunotoxins. A technical note added to ECCN
1C61B provides the definitions of "imunotoxin" and "subunit".

| mmunot oxi ns are therapeutics with no biological warfare
application. | munotoxins have been added to ECCN 1C91F and are
eligible for export under the provisions of General License G
DEST to all destinations but those listed in Country G oups S, Z,
and I ran. In addition, a technical note that adds the
definition of "inmunotoxin" has been added to ECCN 1C91F. This

rul e makes parallel changes to ECCN 1C991

This rule also inplenents changes in the area of dual -use

bi ol ogi cal equipnent. In ECCN 1B71E, "Equi pnent that can be used
in the production of biological weapons", the capacity paraneter
for fermenters, within paragraph (b), is decreased from"equal to
or greater than 300 liters" to "equal to or greater than 100

liters". This is done to expand export controls to capture



smal l er fernenters that can be used for biol ogical warfare

pur poses.

Prior to this final rule, fernmenters of the designated size were
controlled only if they either contained "double or nultiple
sealing joints within the steam contai nnent area"” or were
"capable of in-situ sterilization in a closed state.” These two
nodifiers or limting descriptors have been renoved by this final

rul e.

This rule also nakes a clarification to cross-flow filtration
equi pnent (ECCN 1B71E paragraph (d)). Were the control |anguage

formerly stated "cross-flow filtration equi pnment designed for

conti nuous separation...", this final rule controls "Cross-fl ow

filtration equi pnment capable of continuous separation...".

Lastly, this rule expands controls on aerosol chanbers within
ECCN 1B71E paragraph (g). Where the control |anguage used to
state "Chanbers designed for aerosol challenge testing with

pat hogenic mcroorganisns ...", it wll now state "Chanbers

desi gned for aerosol challenge testing with m croorgani sns

The word "pat hogenic" is renoved to expand export controls to



aerosol chanbers not specifically designed for pathogenic

m cr oor gani sns.

Al t hough the Export Adm nistration Act (EAA) expired on August
20, 1994, the President invoked the International Emergency
Econom c Powers Act and continued in effect, to the extent
permtted by |law, the provisions of the EAA and the EAR in
Executive Order 12924 of August 19, 1994, as extended by the

President's notice of August 15, 1995 (60 FR 42767).

Savi ng Cl ause

Shi pnments of itens renoved from general |icense authorizations as
aresult of this regulatory action that were on dock for |oading,
on lighter, |aden aboard an exporting carrier, or en route aboard
a carrier to a port of export pursuant to actual orders for

export before (DATE OF PUBLI CATION) may be exported under the

previ ous general license provisions up to and including

(4 WEEKS AFTER DATE OF PUBLICATION). Any such itenms not actually

exported before m dnight (4 WEEKS AFTER DATE OF PUBLI CATI ON)




require a validated export |icense in accordance with this

regul ation.

Rul emaki ng Requi renents

1. This final rule has been determ ned to be not

significant for purposes of Executive O der 12866.

2. Not wi t hst andi ng any ot her provision of |aw, no person
is required to respond to nor shall a person be subject to a
penalty for failure to conply with a collection of information
subject to the requirenments of the Paperwork Reduction Act unless
that collection of information displays a currently valid OVB
Control Nunber. This rule involves collections of information
subject to the Paperwork Reduction Act of 1980 (44 U.S.C. 3501 et
seq.). These collections have been approved by the Ofice of
Managenent and Budget under control nunbers 0694- 0005, 0694-0010,

0694- 0067, and 0694-0088.



3. This rule does not contain policies with Federalism
inplications sufficient to warrant preparation of a Federalism

assessnent under Executive Order 12612.

4. Because a notice of proposed rul enaki ng and an
opportunity for public coment are not required to be given for
this rule by section 553 of the Admi nistrative Procedure Act (5
U S.C. 553) or by any other |law, under section 3(a) of the
Regul atory Flexibility Act (5 U S. C. 603(a) and 603(b)) no
initial or final Regulatory Flexibility Analysis has to be or

wi || be prepared.

5. The provisions of the Adm nistrative Procedure Act
(5 U S.C 553) requiring notice of proposed rul emaki ng, the
opportunity for public participation, and a delay in effective
date, are inapplicable because this regulation involves a
mlitary and foreign affairs function of the United States.
Section 13(b) of the EAA does not require that this rule be
publ i shed in proposed form because this rule does not inpose a
new control. Further, no other law requires that a notice of
proposed rul emaki ng and an opportunity for public comment be

given for this rule.



Therefore, this regulation is issued in final form Al though
there is no formal comrent period, public coments on this

regul ation are wel cone on a continuing basis. Coments should be
submtted to Hillary Hess, Regulatory Policy Division, Ofice of
Exporter Services, Bureau of Export Adm nistration, Departnent of

Commerce, P.QO Box 273, Washi ngton, DC 20044.
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Li st of Subjects

15 CFR part 774

Exports, Foreign trade.

15 CFR part 799A

Exports, Reporting and recordkeepi ng requirenents.

Accordingly, parts 774 and 799A of the Export Adm nistration

Regul ations (15 CFR parts 730-799) are anended as foll ows:
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1. The authority citation for 15 CFR part 774 continues to

read as foll ows:

Authority: 50 U.S.C. app. 2401 et seq.; 50 U.S.C. 1701 et
seq.; 10 U.S.C. 7420; 10 U.S.C. 7430(e); 18 U. S.C. 2510 et seq.;
22 U.S.C 287c; 22 U S.C. 3201 et seq.; 22 U S.C. 6004; Sec. 201,
Pub. L. 104-58, 109 Stat. 557 (30 U S.C. 185(s)); 30 U S.C
185(u); 42 U S.C. 2139a; 42 U . S. C. 6212; 43 U S.C. 1354; 46
U S.C. app. 466¢c; 50 U S.C app. 55 E. O 12924, 59 FR 43437, 3
CFR, 1994 Conp., p. 917; Notice of August 15, 1995 (60 FR 42767,

August 17, 1995).
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2. The authority citation for 15 CFR part 799A conti nues

to read as foll ows:
Aut hority: Pub. L. 90-351, 82 Stat. 197 (18 U.S.C

2510 et seq.), as anended; Pub. L. 95-223, 91 Stat. 1626 (50
US C 1701 et seq.); Pub. L. 95-242, 92 Stat. 120 (22 U. S.C
3201 et seqg. and 42 U S. C. 2139a); Pub. L. 96-72, 93 Stat. 503
(50 U.S.C. App. 2401 et seq.), as anended [(extended by Pub. L.
103-10, 107 Stat. 40 and by Pub. L. 103-277, 108 Stat. 1407)];
Pub. L. 102-484, 106 Stat. 2575 (22 U.S.C. 6004); E. O 12002 of
July 7, 1977 (42 FR 35623, July 7, 1977), as anended; E. O 12058
of May 11, 1978 (43 FR 20947, May 16, 1978); E. O 12214 of May 2,
1980 (45 FR 29783, May 6, 1980); E. O 12735 of Novenber 16, 1990
(55 FR 48587, Novenber 20, 1990), as continued by Notice of
Novenber 12, 1993 (58 FR 60361, Novenber 15, 1993); E O 12851 of
June 11, 1993 (58 FR 33181, June 15, 1993); E. O 12867 of
Septenber 30, 1993 (58 FR 51747, Cctober 4, 1993); E. O 12930 of
Septenber 29, 1994 (59 FR 50475, Cctober 3, 1994); E O 12924 of
August 19, 1994 (59 FR 43437 of August 23, 1994); E. O 12930 (59
FR 50475 of Cctober 3, 1994); and Notice of August 15, 1995 (60

FR 42767).
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PART 774 - [ AVENDED]

Suppl enmrent No. 1 to part 774

3. In Category 1, Materials, ECCN 1C991 is anmended to read

as foll ows:

1C991 Vaccines containing itens controlled by ECCNs 1C351,

1C352, 1C353 and 1C354, and i nmunot oxi ns.

LI CENSE REQUI REMENTS:

Reason for Control: AT
Control (s) Country Chart
AT applies to entire entry AT Colum 1

LI CENSE EXCEPTI ONS:
LVS: NA
G&BS: NA
av: NA
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LI ST OF | TEM5 CONTROLLED

Unit: $ val ue

Rel ated Controls: NA

Rel ated Definitions: For the purposes of this entry

"I mmunot oxi n" is defined as an anti body-toxin conjugate intended
to destroy specific target cells (e.g., tunor cells) that bear
anti gens honol ogous to the anti body.

| tens:

The list of itens controlled is contained in the ECCN headi ng.

PART 799A - [ AVENDED]

Suppl enmrent No. 1 to 8799A. 1

4. In Category 1, Materials, ECCNs 1B71E, 1C61B, and 1C91F

are anended to read as fol |l ows:
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1B71E Equi pment that can be used in the production of biol ogical

weapons.

Requi renent s:

Validated License Required: SZ, Supplenent 5 to Part 778 (see

Not e)

Uni t: Nunber

Reason for Control: CB

GV: $0
GCT: No
GFW_  No

Not e: Special chem cal License Available: see 8773.9 of this

subchapt er

List of Itenms Controll ed
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a. Biohazard contai nnent equi pnent as foll ows:

a.1l. Conplete containnment facilities at P3 or P4

cont ai nnent | evel; and

a.2. Equipnent that incorporates or is contained in a P3 or

P4 cont ai nment housi ng.

b. Fernenters capable of cultivation of pathogenic
m croorgani snms, viruses or for toxin production, wthout the
propagati on of aerosols, having a capacity equal to or greater

than 100 liters.

NOTE: Sub-groups of fernenters include bioreactors,

chenostats, and continuous-fl ow systens.

c. Centrifugal separators capable of the continuous separation

of pat hogenic m croorgani snms, w thout the propagation of

aerosol s, and having all of the follow ng characteristics:

c.1. Aflowrate greater than 100 liters per hour;

c.2. Conponents of polished stainless steel or titanium
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c.3. Double or nultiple sealing joints within the stream

cont ai nnent ar ea;

c.4. Capable of in-situ streamsterilization in a closed

Sstate.

NOTE: Centrifugal separators include decanters.

d. Cross-flow filtration equi pnent capabl e of conti nuous

separati on of pathogenic m croorgani sns, viruses, toxins, and

cell cultures without the propagation of aerosols, having all of

the foll ow ng characteristics:

d.1. Equal to or greater than 5 square neters;

d.2. Capable of in-situ sterilization.

e. Steamsterilizable freeze-drying equi prent with condenser

capacity greater than 50 kgs. but less than 1,000 kgs. of ice in

24 hours.

f. Equi pnment that incorporates or is contained in P3 or P4
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cont ai nment housi ng, as follows:

f.1. Independently ventilated protective full or half

suits; and

f.2. dass Ill biological safety cabinets or isolators with

simlar performance standards.

g. Chanbers designed for aerosol challenge testing with

m croorgani sms, viruses, or toxins and having a capacity of 1

cubic nmeter or greater

1C61B M croorgani sns, toxins, and afl at oxins.

Requi renent s:

Validated License Required: QSTVWZ

Unit: $ val ue

Reason For Control: CB
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GV: $0
GCT: No
GFW_  No

Not e: Notw t hstanding the provisions of this entry, al
vacci nes and i mmunot oxi ns are excluded fromthe scope of this
entry. See ECCN 1CO1F.

Technical Note: For the purposes of ECCN 1C61B, the

follow ng definitions apply:

a. "I mmunot oxi n" is an anti body-toxin conjugate
intended to destroy specific target cells, e.g., tunor cells,
t hat bear antigens honol ogous to the antibody; and

b. "Subunit" is a portion of the toxin.

List of Itenms Controll ed

a. Viruses, as follows:

a.1l. African swi ne fever virus;

a.2. Avian influenza virus;

a. 3. Bluetongue virus;

a. 4. Chi kungunya virus

a.5. Congo-Crinmean haenorrhagic fever virus;



. 10.
.11,
.12,
. 13.
. 14.
. 15.
. 16.
. 17.
. 18.
. 19.
. 20.
.21,
.22,
. 23.
. 24.
. 25.
. 26.
. 27.

. 28.
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Dengue fever virus;

Eastern equi ne encephalitis virus;
Ebol a virus;

Foot and nouth di sease virus;

Goat pox virus;

Hant aan vi rus;

Her pes virus (Aujeszky's disease);
Hog chol era virus;

Japanese encephalitis virus;
Junin virus;

Lassa fever virus;

Lynphocytic chorioneningitis virus;
Machupo virus;

Mar bur g vi rus;

Monkey pox virus;

Newcast | e di sease virus;

Peste des petits rum nants virus;
Porci ne enterovirus type 9;

Rift Valley fever virus;

Ri nder pest vi rus;

Sheep pox virus;

Teschen di sease virus;

Ti ck- borne encephalitis virus (Russian Spring- Sumrer
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encephalitis virus);
a.29. Variola virus;
a. 30. Venezuel an equi ne encephalitis virus;
a.31. Vesicular stomatitis virus;
a.32. Western equine encephalitis virus;
a.33. Wite pox; or

a.34. Yell ow fever virus.

b. Rickettsiae, as follows:

b.1. Bartonella quintana (Rochalinea quintana, Rickettsia
gui nt ana) ;

b.2. Coxiella burnetii;

b.3. R ckettsia prowasecki; or

b.4. Rickettsia rickettsii.
c. Bacteria, as follows:

c.1l. Bacillus anthracis;

c. 2. Brucel | a abortus;

c.3. Brucella nelitensis;

c.4. Brucella suis;

c.5. Burkholderia mallei (Pseudononas nallei);

c.6. Burkhol deria pseudonmal | ei (Pseudononas pseudonallei);

c.7. Chlanydia psittaci

c. 8. d ostridi um bot ul i nuny



c.9.

C.
C.
d. Fungi,
d.
d.

. 10.
.11,
.12,
. 13.
. 14.
. 15.
. 16.
17.

18.

1

2.

kahawae) ;

d. 3.

d. 4.

d. 5.

d. 6.

d. 7.

tritici);

d. 8.

d. 9.

d. 10.
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Franci sell a tul arensi s;

Mycopl asma nycoi des;

Pseudononas sol anacer um

Sal nonel | a typhi;

Shi gel |l a dysenteri ae;

Vi brio chol erae;

Xant honomas al bi | i neas;

Xant honomas canpestris pv citri;
Xant hononas canpestris pv oryzae; or
Yersinia pestis.

as follows:

Cochl i obol us m yabeanus (Hel m nt hosporium oryzae);

Col l etotri chum cof feanum var. virulans (Colletotrichum

Hel i m nt hospori um maydi s;

Hel i m nt hospri um oryzae;

M crocyclus ulei (syn. Dothidella ulei);
Pucci ni a gl umar um

Puccinia gramnis (syn. Puccinia gramnis f. sp

Puccinia striiforms (syn. Puccinia glumarun;
Pyricularia griseal/Pyricularia oryzae; or

Ustil ago maydi s.
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e. Cenetically nodified mcroorganisns, as foll ows:

e.l. Cenetically nodified mcro-organi sns or genetic
el emrents that contain nucleic acid sequences associated with
pat hogenicity and are derived fromorganisns identified in this
ECCN

e.2. Cenetically nodified mcro-organi sns or genetic
el emrents that contain nucleic acid sequences associated with
pat hogenicity derived from plant pathogens identified in this
ECCN, or

e.3. Cenetically nodified m croorgani sns or genetic
el ements that contain nucleic acid sequences coding for any of

the toxins, or their subunits listed in paragraph f of this ECCN

f. Toxins, as follows and subunits thereof:

f.1l. Bot ul i num t oxi ns;

f.2. Costridiumperfringens toxins;
f.3. Conot oxi n;

f.4. Mcrocystin (cyanogenosin);
f.5. Ricin;

f.6. Saxitoxin;

f.7. Shiga toxin;

f.8. Staphyl ococcus aureus toxins;
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f.9. Tetrodotoxin; or

f.10. Verotoxin.

1C91F Vacci nes containing mcroorgani sns and/or toxins controlled

by ECCN 1C61B, and i nmmunot oxi ns.

Requi renent s:

Validated License Required: SZ, Iran

Unit: $ val ue

Reason for Control: FP

2
&
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Not e: Vaccines that do not contain itens controlled by ECCN

1C61B are controlled by ECCN 1C96G

Technical Note: For the purposes of ECCN 1C91F, the

definition of "lInmmunotoxin" is an anti body-toxin conjugate
intended to destroy specific target cells, e.g., tunor cells,

t hat bear antigens honol ogous to the anti body.

DATED:

Sue E. Eckert

Assi stant Secretary

for Export Adm nistration



